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DETAILED ACTION 

Election/Restrictions 
1 . Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 2, 3, 5 and 20, drawn to a targeting moiety comprising a conjugate 
of an antibody specific to CEA linked to the ligand-binding region of IL-2a, 
classified in class 530, subclass 388.85. 

II. Claims 2, 3, 5, 7, 12, 20 and 21 , drawn to a targeting moiety comprising a 
conjugate of an antibody specific to CEA linked to the ligand-binding 
region of IL-4a, classified in class 530, subclass 388.85. 

III. Claims 2, 3, 5, 8, 10, 20, 22 and 23, drawn to a targeting moiety 
comprising a conjugate of an antibody specific to CEA linked to the ligand- 
binding region of IL-15Ra, classified in class 530, subclass 388.85. 

IV. Claims 2, 3, 6 and 20, drawn to a targeting moiety comprising a conjugate 
of an antibody specific to HLA-DR linked to the ligand-binding region of IL- 
2a, classified in class 530, subclass 388.85. 

V. Claims 2, 3, 6, 7, 1 1 , 20 and 21 , drawn to a targeting moiety comprising a 
conjugate of an antibody specific to HLA-DR linked to the ligand-binding 
region of IL-4a, classified in class 530, subclass 388.85. 

VI. Claims 2, 3, 6, 8, 9, 20, 22 and 23, drawn to a targeting moiety comprising 
a conjugate of an antibody specific to HLA-DR linked to the ligand-binding 
region of IL-15Ra, classified in class 530, subclass 388.85. 

VII. Claims 2, 3, 14 and 20, drawn to a targeting moiety comprising a 
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conjugate wherein the antibody is specific for a cell marker specific to a 
malignant B-cell linked to the ligand-binding region of IL-2a, classified in 
class 530, subclass 388.73. 

VIII. Claims 2, 3, 7, 14, 20 and 21 , drawn to a targeting moiety comprising a 
conjugate wherein the antibody is specific for a cell marker specific to a 
malignant B-cell linked to the ligand-binding region of IL-4a, classified in 
class 530, subclass 388.73. 

IX. Claims 2, 3, 8, 14, 20, 22, 23 and 25, drawn to a targeting moiety 
comprising a conjugate wherein the antibody is specific for a cell marker 
specific to a malignant B-cell linked to the ligand-binding region of IL- 
15Ra, classified in class 530, subclass 388.73. 

X. Claims 2, 3, 15 and 20, drawn to a targeting moiety comprising a 
conjugate wherein the antibody is specific for a cell marker specific to a 
activated B-cell linked to the ligand-binding region of IL-2a, classified in 
class 530, subclass 388.73. 

XI. Claims 2, 3, 7, 15, 20 and 21 , drawn to a targeting moiety comprising a 
conjugate wherein the antibody is specific for a cell marker specific to a 
activated B-cell linked to the ligand-binding region of IL-4a, classified in 
class 530, subclass 388.73. 

XII. Claims 2, 3, 8, 15, 20, 22, 23 and 26, drawn to a targeting moiety 
comprising a conjugate wherein the antibody is specific for a cell marker 
specific to a activated B-cell linked to the ligand-binding region of IL-15Ra, 
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classified in class 530, subclass 388.73. 

XIII. Claims 2, 3, 16 and 20, drawn to a targeting moiety comprising a 
conjugate wherein the antibody is specific for a cell marker specific to a 
normal B-cell linked to the ligand-binding region of IL-2<x, classified in 
class 530, subclass 388.73. 

XIV. Claims 2, 3, 7, 16, 20 and 21 , drawn to a targeting moiety comprising a 
conjugate wherein the antibody is specific for a cell marker specific to a 
normal B-cell linked to the ligand-binding region of IL-4a, classified in 
class 530, subclass 388.73. 

XV. Claims 2, 3, 8, 16, 20, 22, 23 and 27, drawn to a targeting moiety 
comprising a conjugate wherein the antibody is specific for a cell marker 
specific to a normal B-cell linked to the ligand-binding region of IL-15R<x, 
classified in class 530, subclass 388.73. 

XVI. Claims 2, 3, 18, 20 and 38, drawn to a targeting moiety comprising a 
conjugate wherein the antibody is specific for a cell marker specific to a 
malignant T-cell linked to the ligand-binding region of IL-2ct, classified in 
class 530, subclass 388.75. 

XVII. Claims 2, 3, 7, 18, 20, 21 and 38, drawn to a targeting moiety comprising 
a conjugate wherein the antibody is specific for a cell marker specific to a 
malignant T-cell linked to the ligand-binding region of IL-4a, classified in 
class 530, subclass 388.75. 
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XVIII. Claims 2, 3, 8, 18, 20, 22, 23, 29 and 38, drawn to a targeting moiety 
comprising a conjugate wherein the antibody is specific for a cell marker 
specific to a malignant T-cell linked to the ligand-binding region of IL- 
15Ra, classified in class 530, subclass 388.75. 

XIX. Claims 2, 3, 1 9, 20 and 38, drawn to a targeting moiety comprising a 
conjugate wherein the antibody is specific for a cell marker specific to an 
activated T-cell linked to the ligand-binding region of IL-2<x, classified in 
class 530, subclass 388.75. 

XX. Claims 2, 3, 7, 19, 20, 21 and 38, drawn to a targeting moiety comprising 
a conjugate wherein the antibody is specific for a cell marker specific to an 
activated T-cell linked to the ligand-binding region of IL-4a, classified in 
class 530, subclass 388.75. 

XXI. Claims 2, 3, 8, 19, 20, 22, 23, 29 and 38, drawn to a targeting moiety 
comprising a conjugate wherein the antibody is specific for a cell marker 
specific to an activated T-cell linked to the ligand-binding region of IL- 
15Ra, classified in class 530, subclass 388.75. 

XXII. Claim 4, drawn to a targeting moiety comprising a bispecific antibody with 
a first specificity for a cell marker specific to a target cell and a second 
specificity for the ligand-binding region, classified in class 530, subclass 
387.3. 
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XXIII. Claim 37, drawn to a targeting moiety comprising a conjugate of an 
antibody specific to HLA-DR linked to the ligand-binding region of IL- 
13Ra, classified in class 530, subclass 388.85. 

XXIV. Claim 32, drawn to a method of treatment wherein a targeting moiety 
comprising an antibody specific to a cell marker specific to a malignant B- 
cell, linked to the ligand-binding region of IL-15Ra is administered to a 
subject, and then a conjugate of IL-1 5 linked to a drug, radionucleotide or 
toxin is administered to the subject, classified in class 424, subclass 
134.1. 

XXV. Claim 33, drawn to a method of treatment wherein a targeting moiety 
comprising an antibody specific to a cell marker specific to an activated B- 
cell, linked to the ligand-binding region of IL-15R<x is administered to a 
subject, and then a conjugate of IL-1 5 linked to a drug, radionucleotide or 
toxin is administered to the subject, classified in class 424, subclass 
134.1. 

XXVI. Claim 34, drawn to a method of treatment wherein a targeting moiety 
comprising an antibody specific to a cell marker specific to a normal B-cell, 
linked to the ligand-binding region of IL-15Ra is administered to a subject, 
and then a conjugate of IL-15 linked to a drug, radionucleotide or toxin is 
administered to the subject, classified in class 424, subclass 134.1. 

XXVII. Claims 35 and 36, drawn to a method of treatment wherein a targeting 
moiety comprising an antibody specific to a malignant T-cell, linked to the 
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ligand-binding region of IL-15Rot is administered to a subject, and then a 
conjugate of IL-15 linked to a drug, radionucleotide or toxin is 
administered to the subject, classified in class 424, subclass 138.1. 
Claim 1 links inventions of Groups l-XXI. The restriction requirement among the 
linked inventions is subject to the nonallowance of the linking claim, claim 1 . Claims 1 3 
and 24 link inventions of Groups VII-XV. The restriction requirement among the linked 
inventions is subject to the nonallowance of the linking claims, claims 13 and 24. 
Claims 17 and 28 link inventions of Groups XVI-XXI. The restriction requirement among 
the linked inventions is subject to the nonallowance of the linking claims, claims 17 and 
28. Upon the indication of allowability of the linking claim(s), the restriction requirement 
as to the linked inventions shall be withdrawn and any claim(s) depending from or 
otherwise requiring all the limitations of the allowable linking claim(s) will be rejoined 
and fully examined for patentability in accordance with 37 CFR 1 .104. Claims that 
require all the limitations of an allowable linking claim will be entered as a matter of right 
if the amendment is presented prior to final rejection or allowance, whichever is earlier. 
Amendments submitted after final rejection are governed by 37 CFR 1 .1 16; 
amendments submitted after allowance are governed by 37 CFR 1 .312. 

Applicant(s) are advised that if any claim(s) including all the limitations of the 
allowable linking claim(s) is/are presented in a continuation or divisional application, the 
claims of the continuation or divisional application may be subject to provisional 
statutory and/or nonstatutory double patenting rejections over the claims of the instant 
application. Where a restriction requirement is withdrawn, the provisions of 35 U.S.C. 
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121 are no longer applicable. In reZiegler, 443 F.2d 1211, 1215, 170 USPQ 129, 131- 
32 (CCPA 1 971 ). See also MPEP § 804.01 . 

Claim 30 links inventions of Groups XXIV-XXVII. The restriction requirement 
among the linked inventions is subject to the nonallowance of the linking claim, claim 
30. Claim 31 links inventions of Groups XXIV-XXVI. The restriction requirement among 
the linked inventions is subject to the nonallowance of the linking claim, claim 31 . Upon 
the indication of allowability of the linking claim(s), the restriction requirement as to the 
linked inventions shall be withdrawn and any claim(s) depending from or otherwise 
requiring all the limitations of the allowable linking claim(s) will be rejoined and fully 
examined for patentability in accordance with 37 CFR 1 .104. Claims that require all the 
limitations of an allowable linking claim will be entered as a matter of right if the 
amendment is presented prior to final rejection or allowance, whichever is earlier. 
Amendments submitted after final rejection are governed by 37 CFR 1 .1 16; 
amendments submitted after allowance are governed by 37 CFR 1.312. 

Applicant(s) are advised that if any claim(s) including all the limitations of the 
allowable linking claim(s) is/are presented in a continuation or divisional application, the 
claims of the continuation or divisional application may be subject to provisional 
statutory and/or nonstatutory double patenting rejections over the claims of the instant 
application. Where a restriction requirement is withdrawn, the provisions of 35 U.S.C. 
121 are no longer applicable. In reZiegler, 443 F.2d 1211, 1215, 170 USPQ 129, 131- 
32 (CCPA 1 971 ). See also MPEP § 804.01 . 

2. The inventions are distinct, each from the other because of the following reasons: 
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The inventions are independent or distinct, each from the other because: 
Inventions of Groups (Mil), (IV-VI and XXIII), (VII-IX), (X-XII), (XIII-XV), (XVI- 
XVIII), (XIX-XXI), and XXII represent separate and distinct products, which are made by 
materially different methods, and are used in materially different methods. The 
inventions of Groups (MM), (IV-VI), (VII-IX), (X-XII), (XIII-XV), (XVI-XVIII), (XIX-XXI), 
XXII and XXIII are all distinct from each other as the antibodies recognize different 
antigens and therefore differ structurally and functionally. For example, the antibody- 
conjugate of Group (l-lll) only binds the antigen CEA, which is not required by any of the 
other groups. Similarly, the other antibody-conjugates in the above Groups bind 
specific antigens, which are not required by the other groups. Finally, the bispecific 
antibody of Group XXII requires specificity for two antigens, which is not required by any 
other group. These antibody conjugates are patentably distinct because the specific 
antigens they target require functionally and structurally distinct antibodies. Therefore 
art on one antibody would not necessarily be art on the others. The examination of all 
groups would require different searches in the U.S. Patent shoes and the scientific 
literature and would require the consideration of different patentability issues. Thus, the 
inventions of Groups (l-lll), (IV-VI and XXIII), (VII-IX), (X-XII), (XIII-XV), (XVI-XVIII), 
(XIX-XXI), and XXII are patentably distinct. 

Inventions of Groups (I, IV, VII, X, XIII, XVI and XIX), (II, V, VIII, XI, XIV, XVII and 
XX), (III, VI, IX, XII, XV, XVIII, and XXI) and XXIII represent separate and distinct 
products, which are made by materially different methods, and are used in materially 
different methods. The inventions of Groups (I, IV, VII, X, XIII, XVI and XIX), (II, V, VIII, 
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XI, XIV, XVII and XX), (III, VI, IX, XII, XV, XVIII, and XXI) and XXIII are all distinct from 
each other as the antibodies are linked to different ligand binding regions and therefore 
differ structurally and functionally. For example, the antibody-conjugates of Groups I, 
IV, VII, X, XIII, XVI and XIX are linked to the ligand binding region of IL-2a, the antibody- 
conjugates of Groups II, V, VIII, XI, XIV, XVII and XX are linked to the ligand binding 
region of IL-4a, the antibody-conjugates of Groups III, VI, IX, XII, XV, XVIII, and XXI are 
linked to the ligand binding region of IL-15Ra and the antibody-conjugate of Group XXIII 
is linked to IL-13Ra. The ligand binding regions of these four receptors are distinct in 
that they have different structures, specificities, are expressed at different levels on 
different cell types, and have different functions and effects. Therefore art on one ligand 
binding region would not necessarily be art on the others. The examination of all 
groups would require different searches in the U.S. Patent shoes and the scientific 
literature and would require the consideration of different patentability issues. Thus, the 
inventions of Groups (I, IV, VII, X, XIII, XVI and XIX), (II, V, VIII, XI, XIV, XVII and XX), 
(III, VI, IX, XII, XV, XVIII, and XXI) and XXIII are patentably distinct. 

The methods of Inventions of Groups XXIV, XXV, XXVI, and XXVII differ in the 
parameters and reagents used. The invention of Group XXIV recites a method of 
treatment wherein a targeting moiety comprising an antibody specific to a cell marker 
specific to a malignant B-cell, linked to the ligand-binding region of IL-15Rct is 
administered to a subject, and then a conjugate of IL-15 linked to a drug, 
radionucleotide or toxin is administered to the subject. The invention of Group XXV 
recites a method of treatment wherein a targeting moiety comprising an antibody 
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specific to a cell marker specific to an activated B-cell, linked to the ligand-binding 
region of IL-15Ra is administered to a subject, and then a conjugate of IL-1 5 linked to a 
drug, radionucleotide or toxin is administered to the subject. The invention of Group 
XXVI recites a method of treatment wherein a targeting moiety comprising an antibody 
specific to a cell marker specific to a normal B-cell, linked to the ligand-binding region of 
IL-15Ra is administered to a subject, and then a conjugate of IL-1 5 linked to a drug, 
radionucleotide or toxin is administered to the subject. The invention of Group XXVII 
recites a method of treatment wherein a targeting moiety comprising an antibody 
specific to a malignant T-cell, linked to the ligand-binding region of IL-15R<x is 
administered to a subject, and then a conjugate of IL-1 5 linked to a drug, 
radionucleotide or toxin is administered to the subject. The examination of all groups 
would require different searches in the U.S. Patent shoes and the scientific literature 
and would require the consideration of different patentability issues. Thus, the 
inventions of Groups XXIV, XXV, XXVI, and XXVII are separate and distinct in having 
different parameters, reagents used and endpoints and are patentably distinct. 

3. Because these inventions are independent or distinct for the reasons given 
above and have acquired a separate status in the art because of their recognized 
divergent subject matter, restriction for examination purposes as indicated is proper. 

4. The examiner has required restriction between product and process claims. 
Where applicant elects claims directed to the product, and a product claim is 
subsequently found allowable, withdrawn process claims that depend from or otherwise 
include all the limitations of the allowable product claim will be rejoined in accordance 
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with the provisions of MPEP § 821 .04. Process claims that depend from or otherwise 
include all the limitations of the patentable product will be entered as a matter of right if 
the amendment is presented prior to final rejection or allowance, whichever is earlier. 
Amendments submitted after final rejection are governed by 37 CFR 1 .1 16; 
amendments submitted after allowance are governed by 37 CFR 1 .312. 

In the event of rejoinder, the requirement for restriction between the product 
claims and the rejoined process claims will be withdrawn, and the rejoined process 
claims will be fully examined for patentability in accordance with 37 CFR 1 .104. Thus, to 
be allowable, the rejoined claims must meet all criteria for patentability including the 
requirements of 35 U.S.C. 101 , 102, 103, and 112. Until an elected product claim is 
found allowable, an otherwise proper restriction requirement between product claims 
and process claims may be maintained. Withdrawn process claims that are not 
commensurate in scope with an allowed product claim will not be rejoined. See 
"Guidance on Treatment of Product and Process Claims in light of In re Ochiai, In re 
Brouwer and 35 U.S.C. § 103(b)," 1184 O.G. 86 (March 26, 1996). Additionally, in order 
to retain the right to rejoinder in accordance with the above policy, Applicant is advised 
that the process claims should be amended during prosecution either to maintain 
dependency on the product claims or to otherwise include the limitations of the product 
claims. Failure to do so may result in a loss of the right to rejoinder . 

Further, note that the prohibition against double patenting rejections of 35 U.S.C. 
121 does not apply where the restriction requirement is withdrawn by the examiner 
before the patent issues. See MPEP § 804.01 . 
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5. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a petition under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .17(1). 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brad Duffy whose telephone number is (571 ) 272-9935. 
The examiner can normally be reached at Monday through Friday from 7:00 AM to 4:00 
PM. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms, can be reached at (571) 272-0832. The official fax number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see httD://oair-direct.uspto.qov . Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 





